Recommendations for clinical practice should be based not only on evidence of outcomes, but also on patient preferences, social values and costs to the health care system.
I n a linked guideline, the Canadian Task Force on Preventive Health Care summarizes its updated recommendations not to use the prostate-specific antigen (PSA) test for prostate cancer screening. 1 The task force's guideline is an excellent example of health care decisions being made from the perspective of evidence-based medicine. The task force focused on clin ically meaningful outcomes and rated the quality of evidence and strength of recommendations using the Grading of Recommendations Assessment, Development and Evaluation (GRADE; gradeworkinggroup.org) system. However, it paid insufficient attention to patient values, patient preferences and costs.
A story: In the mid-1990s, I participated in a PSA guideline group for Cancer Care Ontario. The "usual" literature search was conducted, which focused on the evidence of mortality bene fit and the potential harms of screening. I had been building decision models of PSA screening 2 and measuring cost and quality-of-life outcomes for years. I was slightly chagrined that none of my papers turned up in the search. It made me ask, "Why are the rest of the committee and I seeing this problem so differently?" My model suggested that there might be a mortality benefit but overall a loss of quality-adjusted life expectancy. This meant that the way in which patients valued health outcomes was a key part of the screening decision. In other words, this was a "preference-sensitive" decision. Moreover, it seemed too obvious to mention that cost was a relevant concern in a publicly funded health system. The rest of the committee, though, did not see evidence on quality of life, patient preferences or cost as relevant. They also did not see modelling as a serious scientific endeavour that might illumine the key trade-offs (mortality v. quality of life). They saw the problem as one of whether PSA screening reduced mortality.
Flash forward roughly 20 years. Plus ça change … We have more data but the same dilemma. Trials of PSA screening have been reported and show a possible but small mortality benefit. The adverse effects of prostate cancer treatment are known. Modelling studies predict a small mortality gain and a questionable overall health benefit. 3, 4 There is more evidence about cost 5 and patient preferences. 6, 7 Yet guideline panels such as the US Preventive Services Task Force and the Canadian Task Force on Preventive Health Care are still basing their recommendations only on the trial evidence.
I have come to believe that there are at least three paradigms at work in the interpretation of scientific evidence: evidence-based medicine; health economics and decision science; and social science and bioethics. Researchers who work mainly within one of these paradigms ask slightly different questions. What inferences can be drawn from the evidence? What is the best decision given the evidence we have? What decision fits with patient and social values? Each paradigm privileges different things: clinical outcomes; outcomes, costs and preferences; patient experiences, power relationships and ethical principles. Each is a lens that subtly conditions what we consider to be evidence, how we integrate evidence and how we recommend a course of action.
If the Canadian task force's guideline panel had been composed solely of sociologists, psychologists and ethicists, my bet is that we would have heard more about patient choice and empowerment. If the panel had comprised health economists and decision analysts, we would have heard about preference-sensitive decisions and cost-effectiveness.
As it stands, the task force's guideline provides a good summary of the data on the effectiveness of prostate cancer screening and a reasonable review of the rate at which potential harms occur. However, the report does not include a comprehensive review of patient harms; yes, they happen, but are they important? There is no review of modelling studies. Several international groups are modelling prostate cancer screening 3, 4 and, in my view, offer the best extant look at the balance of potential harms and benefits of screening. The guideline gives only a brief nod to patient preference and shared decision-making. An enormous amount has been published on this topic. 8 As of 2008, for example, there were 18 published trials of shared decision-making in prostate cancer. 9 Internationally, there is a growing literature on the integration of patient values and preferences into clinical practice guidelines, and on patient-based health technology assessments. 10, 11 Finally, the guideline contains no review of the evidence on cost, because unfortunately it is outside the task force's purview.
Other published guidelines open the door slightly wider to patient choice. 12 There clearly is not enough evidence to mount an organized screening program. However, the falling overall mortality in some countries that screen intensively, the evidence that treatment may have a very modest disease-specific mortality benefit, and the highly variable preferences for treatment outcomes suggest to me that we should not push patients out of decision-making in this area.
